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Performance validation of respiratory syncytial virus nucleic acid typing kit~
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[Abstract] Objective To evaluate the analytical performance of respiratory syncytial virus(RSV) nu-
cleic acid typing test kit. Methods The positive and negative pharyngeal swabs for RSV antigen were re-
tained. The nucleic was extracted from pharyngeal swabs elution and detected by using the RSV RNA genoty-
ping kit. The amplified products of nucleic acid detection were sent to the sequencing company for sequencing.
The sequencing results were identified as RSV nucleic acid and typed by the alignment with NCBI standard se-
quence. The sequencing results were compared with the detected results of the kit to be evaluated for evalua-
ting the accuracy. The weakly positive RSV nucleic acid samples were repeatedly tested for 4 times a day dur-
ing consecutive 5 d. The detection precision was evaluated by Ct value. The RSV RNA standards of type A and
B was diluted to the detection limit for verifying the lower limit of detection. The pure culture liquid of com-
mon pathogenic bacteria in pharyngeal swab was used to verify the cross-reactivity of detection reagents. Re-
sults The coincidence rate of the test kit was 100%. The precision of in-batch and inter-batch detection were
<5%. The detection lower limit of the kit was 100 copy/mL, which had no cross reaction with common
pathogens at the same site. Conclusion The various quality indexes of the detection system composed of RSV
nucleic acid detection reagent and instrument conform to the quality parameters of reagent instruction, which
can be used to conduct the detection of clinical samples to provide the important basis for clinical early diagno-
sis and early treatment.
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